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PENILE PROSTHESIS DEVICES AND METHODS 

CROSS REFERENCE TO RELATED 
APPLICATION 

0001) This application claims the benefit of U.S. Provi 
sional Application Ser. No. 60/507,973, filed Oct. 2, 2003, 
entitled “PENILE PROSTHESIS DEVICES AND METH 
ODS,” which application is incorporated herein by reference 
in its entirety. 

TECHNICAL FIELD 

0002 The present invention relates generally to medical 
devices and methods of using Such devices in implant 
Surgery. More particularly, the present invention relates to 
implantable penile prostheses and methods of making and 
implanting Such prostheses. 

BACKGROUND 

0003. One common treatment for impotence includes the 
use of a penile implant device. The penile implant device 
normally includes a pair of cylindrical prostheses that are 
implanted into the corpus cavernosae of the penis. In Some 
instances, the prostheses are inflatable and are connected to 
a fluid-filled reservoir with a pump and valve assembly. In 
one configuration, for example, the pump assembly is 
implanted into the Scrotum of the patient, and the reservoir 
is implanted in the abdomen. During use, the patient actuates 
the pump and fluid is transferred from the reservoir through 
the pump and into the prosthesis. This results in the inflation 
of the prosthesis and produces rigidity for a normal erection. 
When the patient desires to deflate the prosthesis, a valve 
assembly within the pump is actuated in a manner Such that 
the fluid in the prosthesis is released back into the reservoir. 
This deflation returns the penis to a flaccid State. 
0004 Such penile implant devices require a delicate 
implant Surgery to install. To reach a corpus cavernoSa and 
implant a prosthesis, the Surgeon first makes an incision at 
the base of the penis, Such as where it meets the Scrotum. 
The patient is prepared for the prosthesis after the Surgeon 
has dilated each corpus cavernosa to create Space for the 
prosthesis. 
0005. Once the patient has been prepared, the Surgeon 
prepares an assembly that includes a cylindrical prosthesis 
and an inserter device known as a Furlow insertion tool. The 
Furlow insertion tool is well known in the art of such penile 
implants and is often used for this type of procedure. A 
Furlow insertion tool is a long slender device having a 
hollow barrel that contains a plunger device known as an 
obturator. The Furlow insertion tool can be used to insert a 
needle known as a Keith needle, into the corpus cavernosa, 
and through the glans of the penis. The Keith needle is also 
a well-known tool used in many areas of medicine that looks 
much like a heavy Sewing needle and is used to pierce tissue. 
The Keith needle fits within the barrel of the Furlow 
insertion tool and is ejected from the forward end by using 
the obturator. 

0006 Prior to installing each prosthesis of a penile 
implant device, a Surgeon must carefully attach a Keith 
needle to a Suture that is also attached to one end of a 
cylindrical prosthesis. This threading procedure can be cum 
berSome and time consuming and may increase the time of 
the Surgical procedure. 
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0007. After the surgeon threads the needle with the 
Suture, the Surgeon places the Keith needle in the Furlow 
insertion tool and uses the Furlow insertion tool to place the 
Keith needle and the Suture into the corpus cavernosa and 
then through the glans, by use of the Keith needle to 
puncture the glans. The needle and Suture are then used to 
apply traction to the cylinder and draw the prosthesis into the 
corpus cavernosa. Threading the Suture into the Keith needle 
must be done carefully because any kinkS in the Suture can 
make it difficult to thread the Suture and needle into the 
Furlow insertion tool. 

0008 To install each prosthesis, the threaded Keith 
needle is placed in the Furlow insertion tool, and the Furlow 
insertion tool is advanced into the corpus cavernosa until the 
forward end is inside the crown of the penis, or glans. At this 
point, the prosthesis and part of the Suture attached to the 
prosthesis remain outside of the body of the patient. The 
Keith needle is then forced out of the barrel of the Furlow 
insertion tool, by applying pressure to the obturator. The 
Keith needle pierces the glans of the penis, and the Surgeon 
grasps the Keith needle from outside of the body and pulls 
the needle and Suture from the penis leaving the Suture 
threaded though the corpus cavernosa. The Furlow insertion 
tool is then withdrawn from the penis. The suture is then 
pulled to draw the prosthesis into the incision and thus into 
the corpus cavernosa. Once the prosthesis is in place, the 
Suture is removed. This procedure is usually performed to 
install one prosthesis in each corpus cavernosa. After 
implantation of the prosthesis, the incision at the base of the 
penis is closed and the hole in the glans from the Keith 
needle is permitted to close by healing. 

SUMMARY 

0009. The present invention relates to methods and 
devices that overcome certain shortcoming of prior penile 
implant devices and related methods, by providing implant 
able penile prostheses that include a Suture that is connected 
to a needle and an end of the prosthesis during manufactur 
ing of Such a prosthesis. AS Such, the connection of the 
Suture to the needle can be maintained during a pre-opera 
tive Storage period of the prosthesis. That is, Such a con 
nection is preferably maintained after manufacturing and 
until a time when the implant device is prepared for Surgical 
implantation. Preferably, Such a connection is made during 
manufacturing and maintained while the penile prosthesis 
and needle are Stored in a package or the like. The penile 
prosthesis and needle can then be provided to a Surgical team 
in a connected configuration in accordance with the present 
invention before, during, or after any preparation for Surgery 
is commenced. 

0010. In one aspect, the present invention relates to an 
implantable penile prosthesis. The implantable penile proS 
thesis includes an implantable cylindrical prosthesis and a 
Suture connected to an end of the penile prosthesis. The 
Suture is also connected to a needle Such as a Keith needle. 
For example, the Suture can be threaded through an eye of 
the needle. The implantable penile prosthesis may also 
include a sheath for the needle and Suture, to hold or cover 
the needle and Suture and prevent tangling. An example can 
be a sheath that encloses at least a portion of the needle and 
at least a portion of the Suture. The needle may include bends 
or curves So the needle is not Straight, for example to 
produce friction between the needle and the sheath to 
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prevent the sheath from falling off of the needle. In addition 
to the sheath, the needle may include a protective cover Such 
as a cap, tube, or sleeve, or other device that functions to 
cover at least a sharp end of the needle. 
0011. In another aspect, the present invention relates to a 
method of making an implantable penile prosthesis device. 
The method includes providing an implantable penile proS 
thesis and connecting a Suture to an end of the prosthesis. 
The method also includes connecting the Suture to a needle, 
Such as by threading the Suture through an eye of a needle 
or crimping or Swaging the ends of Suture portions to a 
connecting end of the needle. The method can also include 
inserting the needle and Suture into a holder or cover Such as 
a sheath or the like. Optionally, either the piercing end or the 
eye end of the threaded needle may be inserted into the cover 
or holder or sheath. Moreover, the needle may include bends 
or curves So the needle is not Straight, for example to 
produce friction between the needle and the sheath to 
prevent the sheath from falling off of the needle. 
0012 Another aspect of the present invention relates to a 
method of using an implantable penile prosthesis. The 
method includes a Step of providing an implantable penile 
prosthesis having a Suture that is attached to an end of the 
penile prosthesis and also attached to a needle. For example, 
the Suture can be threaded through the eye of the needle or 
otherwise secured to the needle. The needle can be inserted 
into a Furlow insertion tool, and then the corpus cavernosa 
of a penis. The needle can be placed through the glans of the 
penis and used to draw the penile prosthesis, attached to the 
Suture, into the corpus cavernoSa of a patient. The needle 
may include bends or curves So the needle is not Straight, for 
example to produce friction between the needle and the 
sheath to prevent the sheath from falling off of the needle. 
0013 Another embodiment of the present invention 
relates to a kit that contains a device as described herein, 
including a prosthesis and a needle connected to each other 
with a Suture connected to the needle at manufacture of the 
device. The needle and at least a portion of the Suture can be 
held or contained by a sheath or a cover. 
0.014 Implantable penile prostheses having connected 
Sutures, as described herein, can provide advantages during 
Surgery to install the prostheses. One advantage is that a 
Surgeon does not have to thread a Suture through an eye of 
a needle in the operating room. Thus, handling of the Suture 
by the Surgeon can be reduced. This can reduce the possi 
bility of a Suture becoming accidentally kinked. AS 
described in the Background Section, Such kinking of a 
Suture is undesirable because it can make it difficult to thread 
the suture into a Furlow insertion tool. With the presently 
described penile prostheses, two Sutures and two cylindrical 
prostheses are involved. Thus, two Sutures would otherwise 
have to be threaded. The present invention avoids the need 
for a Surgeon to thread the Sutures of both prostheses through 
the eye of a needle. 
0.015. A specific result of eliminating the need for a 
Surgeon to thread the Sutures through the eye of a needle 
during Surgery, is to reduce the overall time of the Surgical 
procedures by eliminating the time taken to thread one or 
more (generally two) needles with a Suture. 
0016. Another advantage of the present invention is that 
a pre-threaded needle and Suture can be provided with a 
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cover or holder or sheath. The Suture contained within the 
sheath can be kept Straight and protected, thus making 
threading of the Suture into a Furlow insertion tool, during 
Surgery, much easier. The point of the needle can also be 
protected So it will not harm any components in the package. 
The sheath can be used for Such a protective function or a 
Separate device Such as another sheath, or tube, or cap may 
be provided for covering at least a Sharp end of the needle. 
With Such an arrangement, a Surgeon can remove the sheath 
or protective cap easily and quickly. 

BRIEF DESCRIPTION OF THE DRAWINGS 

0017 FIG. 1 is a schematic view of a penile implant 
device of the present invention showing a Suture attached to 
an end of a penile prosthesis of the penile implant device and 
threaded through a needle positioned within a sheath in 
accordance with the present invention; 
0018 FIG. 2 is a schematic view of the penile implant 
device of FIG. 1, showing the needle in a reversed position 
within the sheath with respect to the position of the needle 
shown in FIG. 1; 
0019 FIG. 3 is a schematic view of a penile implant 
device of the present invention showing in particular a 
Suture connected to an end of a penile prosthesis and also 
connected to a needle by a connecting device in accordance 
with the present invention; 
0020 FIG. 4 is a schematic view of a penile implant 
device of the present invention showing in particular a 
Suture connected to an end of a penile prosthesis and also 
connected to a needle by a crimping device; 
0021 FIG. 5 is a schematic view of a penile implant 
device of the present invention showing in particular a 
Suture connected to an end of a penile prosthesis wherein the 
Suture includes first and Second Suture portions joined by a 
knot to form a Suture loop that is connected to a needle in 
accordance with the present invention; 
0022 FIG. 6 is a schematic view of the penile implant 
device of FIG. 4 showing in particular an additional suture 
loop connecting the needle to the penile prosthesis in 
accordance with the present invention; 
0023 FIG. 7 is a schematic view of a penile implant 
device of the present invention showing in particular a 
Suture connected to an end of a penile prosthesis and also 
connected to a needle with a knot in accordance with the 
present invention; 
0024 FIG. 8 is a schematic view of a penile implant 
device of the present invention showing in particular a 
Suture connected to an end of a penile prosthesis and also 
connected to a needle with a knot wherein a Suture loop is 
provided for removing the Suture after implanting the penile 
implant device in accordance with the present invention; 
0025 FIG. 9 is a schematic view of a step for connecting 
a Suture to a needle with a knot in accordance with the 
present invention showing in particular first and Second 
Suture portions threaded through an eye of a needle; 
0026 FIG. 10 is a schematic view of another step for 
connecting a Suture to a needle with a knot in accordance 
with the present invention showing in particular a step of 
forming a loop with the first and Second Suture portions, 
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0027 FIG. 11 is a schematic view of another step for 
connecting a Suture to a needle with a knot in accordance 
with the present invention showing in particular a step of 
passing the first and Second Suture portions through the loop 
of FIG. 10 to form a loose knot; 
0028 FIG. 12 is a schematic view of another step for 
connecting a Suture to a needle with a knot in accordance 
with the present invention showing in particular a step of 
passing the first and Second Suture portions through the loose 
knot of FIG. 11; 
0029 FIG. 13 is a schematic view of another step for 
connecting a Suture to a needle with a knot in accordance 
with the present invention showing in particular a step of 
tightening the loose knot of FIG. 12; 
0030 FIG. 14 is a schematic view of another step for 
connecting a Suture to a needle with a knot in accordance 
with the present invention showing in particular a step of 
spacing the knot of FIG. 13 from the needle; 
0031 FIG. 15 is a schematic view of another step for 
connecting a Suture to a needle with a knot in accordance 
with the present invention showing in particular a step of 
passing the needle through the first and Second Suture 
portions, 

0.032 FIG. 16 is a schematic view of another step for 
connecting a Suture to a needle with a knot in accordance 
with the present invention showing in particular a step of 
tightening the knot shown in FIG. 15 So that the knot is 
positioned adjacent to the needle; and 
0033 FIG. 17 is a schematic view of a penile implant 
device of the present invention showing in particular a 
Suture connected to an end of a penile prosthesis and also 
connected to a needle and having a sheath covering a portion 
of the needle and Suture and a protective cap positioned on 
a sharp end of the needle in accordance with the present 
invention. 

DETAILED DESCRIPTION 

0034). With reference to FIG. 1 an exemplary penile 
implant device 10 according to the present invention is 
shown. AS illustrated, implant device 10 includes a penile 
prosthesis 12 that can be implanted in the corpus cavernosa 
of the penis of a patient for the treatment of impotence. The 
exemplary penile prosthesis 12 includes a body portion 14 
that is cylindrically shaped and inflatable. The body portion 
14 of the penile prosthesis 12 is typically formed from 
Silicone or the like and is preferably formed to anatomically 
fit the corpus cavernoSa of a receiving patient. AS Shown, the 
body portion 14 of the penile prosthesis 12 includes a tube 
16 positioned near a base end 18 of the body portion 14. The 
tube 16 is in fluid communication with an interior cavity 20 
of the body portion 14 by an inlet opening 21 and can be 
used to Supply and remove an inflation fluid to the interior 
cavity 20 of the body portion 14 in order to inflate and 
deflate the body portion 14 of the penile prosthesis 12. Such 
inflation and deflation of the body portion 14 of the penile 
prosthesis 12 can thus provide and remove an erection in the 
penis in which the penile prosthesis 12 is implanted. SyS 
tems and devices for providing an inflation fluid to the 
interior cavity of the body portion 14 are known in the art 
and generally include a fluid-filled reservoir with a pump 
and valve assembly that can be operatively connected to the 
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tube 16 of the body portion 14 of the penile prosthesis 12. 
The implant device 10 can be used with any such devices in 
accordance with the present invention. 

0035. As illustrated, the implant device 10 also includes 
a needle 22 that has a piercing end 24 and a connecting end 
26 opposite the piercing end 24. Preferably, the needle 22 
comprises a needle that can be used to pierce human tissue, 
Such as a Keith needle or the like. Needles that can be used 
as the needle 22 may be Straight, bent, or curved and 
exemplary needles are described, for example, in ASSignee's 
copending U.S. patent application Ser. No. 10/375,800, filed 
Feb. 26, 2003, entitled “Keith Needle for Furlow Insertion 
Tool,” the entire disclosure of which is incorporated herein 
by reference for all purposes. AS shown, the needle 22 
comprises a non-Straight or bent portion 23 between the 
piercing end 24 and the connecting end 26. The non-Straight 
portion 23 can help to hold a sheath 25 (as shown in 
cross-section) relative to the needle 22. As shown, the sheath 
25 includes a first end 27, a second end 29, and an inside 
surface 31. The functional aspects of the sheath 25 and the 
non-straight portion 23 of the needle 22 are described in 
greater detail below. 

0036) As shown, the needle 22 is connected to a tip end 
28 of the body portion 14 of the penile prosthesis 12 by a 
suture 30. The suture 30 is shown threaded through the tip 
end 28 of the body portion 14 of the penile prosthesis 12. 
However, the suture 30 can be connected to the tip end 28 
of the body portion 14 in any functional manner in accor 
dance with the present invention. AS illustrated in the 
exemplary implant device 10, the suture 30 passes through 
the tip end 28 of the body portion 14 and is threaded through 
an eye 32 at the connecting end 26 of the needle 22. Thus, 
as shown, the Suture 30 comprises first and Second Suture 
portions, 34 and 36 respectively, that extend out of the tip 
end 28 of the body portion 14 and pass through eye 32 of the 
needle 22. While the Suture 30 is shown connected to the 
needle 22 by threading the suture 30 through the eye 32 of 
the needle 22, other techniques for connecting the Suture 30 
to the needle 22 are contemplated and described in greater 
detail below. For example, the suture portions, 34 and 36, 
can be threaded through the eye 32 of the needle 22 and tied 
to the needle 22 to form a knot or the suture portions, 34 and 
36, can be tied together or otherwise connected to form a 
loop that is threaded through the eye 32 of the needle 22. 
Also, the Suture portions, 34 and 36, can be captured by a 
mechanical device Such as a collapsible or crimpable struc 
ture or the like to connect any desired portion of the Suture 
30 to the connecting end 26 of the needle 22. In any case, the 
suture 30 is preferably connected, attached, or otherwise 
Secured to the needle 22 So that the needle 22 can guide the 
Suture 30 through a corpus cavernousum of a penis and out 
through the glans of the penis for implantation of the penile 
prosthesis 12. 

0037. As shown in FIG. 1, the suture 30 is threaded 
through the eye 32 of the needle 22 so that the first and 
second suture portions, 34 and 36 respectively, double back 
and exit the second end 29 of the sheath 25. Preferably, the 
ends of the suture portions, 34 and 36, extend from the 
second end 29 of the sheath 25 by a length that can be 
grasped and held by a Surgeon. AS Such, ends of the Suture 
portions 32 and 34 can be held while the sheath 25 is pulled 
away to expose the remainder of the suture 30 and the needle 
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22 in order to prepare the implant device 10 for implantation 
as described in more detail below. 

0.038 Also, as illustrated, the needle 22 is positioned 
within the sheath 25 so that the piercing end 24 of the needle 
22 corresponds with the first end 27 of the sheath 25 and the 
connecting end 26 of the needle 22 corresponds with the 
second end 29 of the sheath 25. However, the position of the 
needle 22 relative to the sheath 25 may be reversed. For 
example, another penile implant device 11 is shown in FIG. 
2. The implant device 11 includes all of the components of 
the implant device 10 shown in FIG. 1 except that the 
position of the needle 22 relative to the sheath is reversed. 
In particular, the needle 22 is positioned within the sheath 25 
So that piercing end 24 of the needle 22 corresponds with the 
second end 29 of the sheath 25 and the connecting end 26 of 
the needle 22 corresponds with the first end 27 of the sheath 
25. 

0039. If the connecting end 26 of the needle 22 is inserted 
into the sheath 25 first, Such as is illustrated in FIG. 2, a 
Shorter length of sheath 25 can be used. The connecting end 
26 of the first design can also hold the needle 22 firmly in 
the sheath 25, because plural strands (four in this case) of 
suture 30 can pass by the needle 22 and add to the interfer 
ence between needle 22 and the inside Surfaces of the sheath 
25. In any case, the suture 30 can be coiled, bunched, or 
folded So that a plurality of Suture Strands or portions can be 
held by the sheath 25. 
0040. If the piercing end 24 of the needle 22 is inserted 
into the sheath 25 first, such as illustrated in FIG. 1, a longer 
length of the sheath 25 can be used for the same suture 
length used in the connecting end first design. This is 
because the suture 30 is not pulled into the sheath 25 as far 
as the needle 22. Also, the needle 22 might not be held as 
firmly because the suture 30 does not pass by the needle 22. 
To hold the needle 22 more firmly with this design a smaller 
diameter sheath (from 1 to 1.5 mm, for example) may be 
used, if desired. One advantage to Such a design is that 
because the connecting end 26 of the needle 22 is leading as 
the needle 22 is being pulled out for use in the operating 
room, the needle 22 cannot undesirably become Stuck in the 
sheath 25. 

0041. In accordance with the present invention, the 
needle 22 is connected to the body portion 14 of the penile 
prosthesis 12 before implantation Surgery. That is, the needle 
22 is pre-connected or pre-attached to the body portion 14 of 
the penile prosthesis 12 during manufacture and assembly of 
the implant device 10. The implant device 10 can be 
provided to a Surgeon in a configuration that is ready to 
implant, Such as in a kit or the like, and the Surgeon does not 
need to connect the penile prosthesis 12 to the needle 22 in 
the operating room. This can help to prevent kinking or 
tangling of the Suture and can minimize the length of the 
surgical procedure. Because the implant device 10 will be 
stored for some period of time after assembly and before 
Surgery, the present invention provides implant devices, 
Such as the implant device 10, that can maintain the con 
nection between a needle and a penile prosthesis during a 
Storage or pre-operative period of the implant device. 
0042. The sheath 25 is preferably designed so that the 
sheath 25 helps to maintain the connection between the 
needle 22 and the body portion 14 of the penile prosthesis 12 
during a pre-operative Storage period of the implant device 
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10. In particular, the sheath 25 can hold the needle 22 and 
connected Suture 30 during handling that occurs during 
manufacturing and packaging of the implant device 10, and 
also during handling of the implant device 10 that occurs by 
the user, for example, prior to installation of the penile 
prosthesis 12 during Surgery. 
0043. As illustrated, the sheath 25 comprises an elongate 
tube that is preferably designed to contain at least a portion 
of the needle 22 and at least a portion of the Suture portions, 
34 and 36, for maintaining the connection between the 
needle 22 and the body portion 14 in accordance with the 
present invention. Any number of sheaths can be used 
whether overlapping, abutting, joined, or otherwise posi 
tioned relative to each other. Moreover, the sheath 25 is 
preferably designed So that it can be easily removed at the 
time the penile prosthesis 12 of the implant device 10 is 
implanted. Preferably, the sheath 25 fits over the needle 22 
and Suture portions, 34 and 36, so that the sheath 25 can 
prevent inadvertent displacement of the needle 22 from the 
suture portions, 34 and 36, when the needle 22 and Suture 
portions, 34 and 36, are positioned inside of the sheath 25. 
As such, at least a portion of the sheath 25 preferably 
comprises a Suitable material that can cause at least a portion 
of the inside Surface 44 of the sheath 25 to contact at least 
a portion of the needle 22 and the suture portions, 34 and 36, 
in a resistive manner for holding the needle 22 and Suture 
portions, 34 and 36, relative to each other. 
0044) In particular, as shown in FIG. 1, the non-straight 
portion 23 of the needle 22 includes portions 38, 39, 40, and 
41. Portions 38 and 39 are provided at an angle relative to 
each other to form an apex 42, portions 39 and 40 are 
provided at an angle relative to each other to form an apex 
44, and portions 40 and 41 are provided at an angle relative 
to each other to form an apex 46. Preferably, the non-straight 
portion 23 of the needle 22 and the sheath 25 are designed 
So that the apexes 42, 44, and 46 contact the inside Surface 
31 of the sheath 25 for holding the needle 22 and the sheath 
25 relative to each other. Preferably, as shown, the inside 
surface 31 of the sheath 25 touches the apexes 42, 44, and 
46 to provide a holding fit between the sheath 25 and the 
needle 22 Such as by resistive frictional engagement. The 
sheath 25 also preferably holds the suture portions 34 and 36 
in place to prevent the needle 22 from becoming inadvert 
ently disconnected from the penile prosthesis 12. Preferably, 
the inside surface 31 of the sheath 25 helps to provide some 
resistance (frictional, for example) to the Suture portions, 34 
and 36, against each other and/or against Some portion of the 
needle 22 for holding the suture portions, 34 and 36, so that 
the suture portions, 34 and 36, do not slip out of the eye 32 
of the needle 22 during handling that occurs during manu 
facturing and packaging of the implant device 10, and also 
during handling that occurs by the user, for example, prior 
to installation of the penile prosthesis during Surgery. 

004.5 The particular material, inside diameter, wall thick 
neSS, and/or length of the sheath 25 may be selected as based 
upon the particular size and shape of the needle 22, includ 
ing whether the needle 22 is Straight, bent, or curved, and if 
So, to what degree, as well as the gauge and/or length of the 
suture portions 34 and 36. The sheath 25 can be formed from 
lightweight plastic or other polymeric materials, Such as 
silicone in the form of a thin flexible silicone tube that can 
be positioned in holding contact with at least a portion of the 
needle 22 and the suture portions, 34 and 36. The sheath 25 
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may comprise any material that can function to cover at least 
a portion of the needle 22 and preferably help to maintain the 
connection between the needle 22 and the Suture 30. For 
example, plastics, metal foils, paperS and linens may be used 
in accordance with the present invention. Such materials 
may be elastic or inelastic and any combination of materials 
may be used. 

0046) Where the needle 22 comprises a typical Keith 
needle or the like and the suture portions, 34 and 36 have a 
length sufficient for use with a Furlow insertion tool or the 
like, the exemplary sheath 25 is preferably 10 to 40 centi 
meters (cm) in length, more preferably 20 to 30 cm in length. 
Likewise, the inside diameter of the sheath 25 is preferably 
1 to 2 millimeters (mm). For a typical Straight Keith needle, 
the inside diameter of the sheath 25 is preferably 1 to 1.5 
mm. For a typical bent or curved Keith needle, the inside 
diameter is preferably 1.4 to 1.6 mm. Dimensions outside of 
these ranges may also be useful depending on the size and 
shape of the particular needle design that is used. In any 
case, the inside diameter of the sheath 25 preferably accom 
modates the particular needle Structure in accordance with 
the present invention whether the needle is Straight, curved, 
or bent. 

0047. It is contemplated that any mechanism, device, or 
holding means can be used to hold the needle 22 and the 
Suture 30 in a similar functional manner as the sheath 25. For 
example, holding devices that comprise Squeezing clamping 
or adhesive holding aspects may be used to hold the needle 
22 and Suture 30 relative to each other in accordance with 
the present invention. Moreover, it is contemplated that 
releasable adhesives, tapes, wires, elastic bands, and the like 
may be used to provide Such a holding function in accor 
dance with the present invention. 

0.048. The sheath 25 can also be used to protect the needle 
22 and/or suture 30. For example, the sheath 25 can extend 
over the piercing end 24 of the needle 22 to provide Such a 
protective function with or without the sheath 25. Also, a 
Separate device may be used to provide Such a protective 
function. For example, in FIG. 17 a needle 126 is shown 
connected to a penile prosthesis 128 by a suture 130. A 
sheath 132 is shown and can be used to hold the Suture 130 
relative to the needle 126 in accordance with the present 
invention and as described above. AS shown, a protective 
cap 134 covers and protects the sharp end of the needle 126. 
The protective cap 134 may include any device that can 
function to protect the sharp end of the needle 126 from 
damage or from undesirably contacting Someone or Some 
thing Such as a plug, cap, or covering device Such as tape or 
the like. Preferably, a protective cap can be easily removed 
to gain access the needle. The protective cap 134 may 
include anything that may be used as a sheath in accordance 
with the present invention. Also, while the protective cap 
134 and sheath 132 are shown spaced from each other so that 
a portion of the needle 126 is exposed, Such a configuration 
is exemplary and for illustrative purposes and in not 
required. The protective cap 134 and sheath 132 may be 
butted against each other So that the entire needle 126 is 
enclosed and protected. Also, a protective cap that fits into 
and closes an end of a sheath, Such as the end 27 of the 
sheath 25 shown in FIGS. 1 and 4 may be used. In any case, 
a protective cap may be provided in any manner Such that 
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the protective cap covers or helps to cover at least a Sharp 
portion of a needle alone or together with a sheath or the 
like. 

0049. A device of the present invention such as implant 
device 10 of FIG. 1 can be assembled by threading the 
suture 30 through the eye 32 of the needle 22 and inserting 
either the piercing end 24 or the connecting end 26 of the 
needle 22 into the sheath 25. As the needle 22 is advanced 
into the sheath 25, the suture 30 preferably follows until the 
second end 29 of the sheath 25 is Snug or close to Snug 
against the tip end 28 of the body portion 14. If the sutures 
are attached by mechanical or adhesive components, an 
attachment Step can be used in place of the Step of threading 
the suture 30 through the eye 32 of the needle 22. 
0050. In accordance with the present invention, a needle 
can be connected to a penile prosthesis by a Suture in any 
manner So that the needle can guide the Suture through a 
corpus cavernousum of a penis and out through the glans of 
the penis during implantation of the penile prosthesis. AS 
Such, the connection between the needle and the Suture 
should have sufficient strength to withstand the tensile forces 
applied to the connection during Surgical implantation of the 
penile prosthesis. Also, the connection between the needle 
and the Suture is preferably Streamlined So that when the 
portion of the needle where the Suture connection is made is 
pulled through the glans of the penis, resistance and poten 
tial tissue damage are minimized. Accordingly, in FIGS. 3-8 
Several exemplary connections in accordance with the 
present invention are illustrated and described in detail 
below. 

0051. In FIG. 3 an exemplary technique for providing a 
connection between a needle 50 and a penile prosthesis 52 
is illustrated. Such a technique can also be used for main 
taining a connection between the needle 50 and the penile 
prosthesis 52 during a Storage or pre-operative period of an 
implant device in accordance with the present invention. 
That is, Such a connection is preferably maintained after 
manufacturing and until a time when the implant device is 
prepared for Surgical implantation. Preferably, Such a con 
nection is made during manufacturing and maintained while 
the penile prosthesis and needle are Stored in a package or 
the like. The penile prosthesis and needle can then be 
provided to a Surgical team in a connected configuration in 
accordance with the present invention before, during, or 
after any preparation for Surgery is commenced. 
0052 While a straight needle is illustrated as the needle 
50, any needle having any Structure whether Straight, curved 
or bent can be used. As illustrated, the needle 50 includes a 
connecting device 54 (Schematically shown) at a connecting 
end 56 of the needle 50. A Suture 58 is connected to the 
penile prosthesis 52. The suture 58 includes first and second 
Suture portions, 60 and 62, that are connected to the needle 
50 by the connecting device 54. As such, each of the suture 
portions, 60 and 62, forms a connection to the penile 
prosthesis 52. 
0053. The connecting device 54 is preferably designed to 
provide a connection between the needle 50 and the suture 
58 that has sufficient strength for implanting the penile 
prosthesis 52. AS Such, the connecting device 54 may 
include any mechanical device or structure that can hold, 
capture, or otherwise engage with a Suture in accordance 
with the present invention Such as by crimping, Swaging, 
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clamping, and/or adhesive bonding, or the like. The con 
necting device may form a permanent connection or may be 
a releasable connection. Also, it is contemplated that a 
sheath, such as the sheath 25 described above, or similarly 
functioning device, may be used to help to maintain a 
connection between the needle 50 and the penile prosthesis 
52. Moreover, the sheath 25 can be used for a protective 
function to protect any portion of a needle and Suture as 
mentioned above. 

0.054 As an example of an embodiment with a sheath and 
a mechanical attachment, FIG. 4 shows a penile implant 
device 104. The penile implant device 104 includes the 
penile prosthesis 12 and sheath 25 described above with 
respect to FIGS. 1 and 2. The penile implant device 104 
include a needle 106 having a crimping structure 108 at a 
connecting end 110 of the needle 106 that bends around ends 
of suture portions 112 and 114 of suture 116 to secure the 
ends of Suture portions 112 and 114 to the needle 106. 
0055. The crimping structure 108 is illustrated to include 

first and second portions 113 and 115, each of the first and 
second portions, 113 and 115, being folded over each of the 
ends of Suture portions 112 and 114. Any alternative struc 
ture may be used to cause the Suture ends to be Secured to 
the connecting end of the needle, including alternative 
Structures that are known for Suture needles (i.e., needles 
that are known in the Surgical arts and that include Suture 
ends pre-Secured to the blunt end of a Surgical needle). AS an 
example of one alternative embodiment, a structure could be 
used that includes one piece of material at the connecting 
end of the needle that folds over and secures both of the 
Suture String ends at the same time (instead of two structures 
as illustrated in FIG. 4). As another alternative, a circular 
crimp could be used that includes a Set of two pieces of 
crimping material at the connecting end of the needle that 
together form a circle into which the ends of the Suture 
portions can be inserted and which can then be crimped 
together to secure the ends to the needle. Still different yet, 
if desired, other methods of attachment might be used, Such 
as a different mechanical Structure optionally Separate from 
the needle Structure, a knot, or a useful adhesive. 

0056. In FIGS. 5-8, a needle 64 having an eye 66 at a 
connecting end 68 and a penile prosthesis 70 are illustrated 
and various techniques to connect the needle 64 to the penile 
prosthesis 70 in accordance with the present invention are 
shown and described below. These connection techniques 
can be used to maintain the connection between the needle 
64 and the penile prosthesis 70 during a storage or pre 
operative period of an implant device. The needle 64 is 
exemplary and any needle whether Straight, bent, or curved 
may be used with any of the connection techniques 
described herein. For example, the needle 22 described 
above can be used. Also, the penile prosthesis 70 is exem 
plary and any penile prosthesis may be used Such as the 
penile prosthesis 12 described above as well as those known 
in the art. Also, it is contemplated that a sheath, Such as the 
sheath 25 described above, or similarly functioning device, 
may be used to help to maintain a connection between the 
needle 50 and the penile prosthesis 52. Moreover, the sheath 
25 can be used for a protective function to protect any 
portion of a needle and Suture or another device Such as with 
the protective cap described above with respect to FIG. 17. 
For example, a first sheath may be used for a holding 
function and a second sheath (or other device that can 
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protect the needle) may be used for a protecting function. 
Preferably a sheath is used to substantially enclose a needle 
and a protective cap or the like is used to close off the end 
of the sheath having the sharp end of the needle. For 
example, a protective cap may be used to close the end 27 
of the sheath 25 shown in FIGS. 1 and 4 and as described 
above. 

0057 With reference to FIG. 5, the needle 64 is con 
nected to the penile prosthesis 70 by a suture 72, as shown. 
The suture 72 is threaded through the penile prosthesis 70, 
as shown, so that first and second suture portions 74 and 76 
extend out of the penile prosthesis 70. The first Suture 
portion 74 passes through the eye 66 of the needle 64 and is 
joined with the second suture portion 76 by a knot 78. As 
such, the first and second suture portions, 74 and 76, are tied 
together to form a loop, as illustrated. In accordance with the 
invention, the suture portions, 74 and 76, may be joined 
together to form Such a loop in any manner that provides 
sufficient strength for implanting the penile prosthesis 70. 
For example, the suture portions, 74 and 76, may be fused 
together Such as by thermal or ultrasonic welding or the like. 
The suture portions, 74 and 76, can be also be joined by 
using a mechanical device that can capture and hold each of 
the suture portions, 74 and 76, such as a sleeve that can 
receive each of the suture portions, 74 and 76, which can be 
crimped or collapsed to positively engage with the Suture 
portions, 74 and 76. Moreover, an adhesive, alone or in 
combination with another holding or joining technique, can 
be used to join the Suture portions, 74 and 76, together in 
accordance with the present invention. 
0.058 Preferably, the knot 78 is positioned relative to the 
connecting end 68 of the needle 64 so that the knot 78 passes 
through the glans of the penis together with the needle 64 
when the needle 64 is pulled through the glans of the penis 
(in a streamlined manner). As such, the knot 78 is preferably 
in close proximity to the connecting end 68 of the needle 64. 
For example, the knot 78 is preferably positioned so that the 
knot 78 is just behind the connecting end 68 of the needle 64 
and follows the connecting end 68 of the needle 64 when the 
needle 64 is pulled through the glans of the penis during 
implantation of the penile prosthesis 70. By positioning the 
knot 78 in such a manner, the knot 78 can pass through the 
opening created in the glans of the penis by the needle 64 
with reduced resistance. In any case, to minimize or reduce 
trauma, the knot 78 is preferably positioned so that knot 78 
can be pulled through the glans of the penis together with the 
needle 64 rather than being pulled through the glans of the 
penis when the Suture is removed from the penile prosthesis 
70 after implantation of the penile prosthesis 70. 
0059) The knot 78 is preferably provided to have suffi 
cient knot break Strength and Sufficient resistance to Slipping 
(that would cause the knot 78 to become partially or fully 
untied) for implanting the penile prosthesis 70 in accordance 
with the present invention. Preferably, the knot 78 is pro 
Vided to withstand a predetermined tensile force applied to 
the knot 78. For example, for implantation of a typical penile 
prosthesis such as the penile prosthesis 70, the knot 78 
should be able to resist breaking or Slipping when a tensile 
force of ten pounds is applied to the knot 78. However, any 
predetermined force can be used to qualify the knot 78 as 
determined by considering the particular penile prosthesis to 
be implanted, the design of the knot 78, or the design of the 
connecting end of needle 64. 
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0060 Any knot type can be used for the knot 78. More 
over, any number of knots can be used. Preferably the 
croSS-Sectional size or shape of knot 78 is minimized So that 
the knot 78 can easily pass through the opening created in 
the glans of the penis by the needle 64. Preferably, the 
cross-section of the knot 78 is less than or equal to the 
cross-section of the connecting end 68 of the needle 64. That 
way, when the knot 78 is close to the connecting end 68 of 
the needle 64, the knot 78 can pass through the opening 
formed in the glans of the penis by the needle 64 without 
Significant resistance. The knot 78 can be streamlined in any 
desired way including covering or coating the knot 78 in a 
manner that reduces resistance or drag. For example, the 
knot 78 could be enclosed in a tapered sleeve or the like. 

0061. One technique for connecting a needle to a suture 
in accordance with the present invention is illustrated in 
FIGS. 9-16. Referring to FIG. 9, first and second suture 
portions, 110 and 112, of a Suture 114 are shown threaded 
through an eye 115 of a needle 116. Preferably, the suture 
114 is also connected to a penile prosthesis (not shown), as 
described above, for example. Next, a loop 118 is preferably 
formed from the first and second suture portions, 110 and 
112, as shown in FIG. 10 and the ends of the first and second 
Suture portions, 110 and 112, are preferably passed through 
the loop 118 as shown in FIG. 11 to form a loose knot 120. 
Preferably, the ends of the first and second suture portions, 
110 and 112, are passed through the loose knot 120 as shown 
in FIG. 12 to form the loose knot 122. Essentially, the loose 
knot 122 is formed by passing the suture portions, 110 and 
112, through the loop 118 twice. Next, the loose knot 122 is 
tightened to form the knot 124 as shown in FIG. 13. As 
shown in FIG. 14, the needle 116 is preferably spaced from 
the knot 124 and the needle 116 is then preferably passed 
through the suture portions, 110 and 112, as illustrated in 
FIG. 15. The knot 124 can then be pulled against the needle 
116 as shown in FIG. 16 to form the connection between the 
Suture 114 and the needle 116. 

0062 Preferably, the material used for the suture 72 
comprises Sufficient Strength for implanting the penile proS 
thesis 70 in accordance with the present invention. The 
material for the suture 72 is preferably capable of forming a 
knot having Sufficient knot break Strength and Slipping 
resistance such as the knot 78 described above. Preferably, 
the cross-sectional area of the Suture material is minimized 
while maintaining the desired knot break Strength or Slipping 
resistance. One exemplary material that can be used for the 
Suture material includes ultra-high-molecular-weight-poly 
ethylene fiber. For example, such fiber is commercially 
available from Teleflex Medical of Jaffrey, N.H. under the 
tradename of “Force Fiber.” However, other materials can be 
used Such as polyesters and/or polyblends. 

0.063. If additional strength for the connection between 
the needle 64 and the penile prosthesis 70 is desired or if a 
redundant or backup connection is desired, one or more 
additional Suture loops can be used to connect the needle 64 
to the penile prosthesis 70 in accordance with the present 
invention. For example, in FIG. 6 the needle 64 is shown 
connected to the penile prosthesis 70 by the suture 72 as 
described above with respect to FIG. 5. The needle 64 is also 
connected to the penile prosthesis 70 by a Second Suture loop 
80 of the suture 72, as shown. The suture loop 80 is threaded 
through the penile prosthesis 70, as shown, so that first and 
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second suture portions 82 and 84 of the suture loop 80 
extend out of the penile prosthesis 70. 
0064. In accordance with the present invention, a suture 
can be tied directly to the connecting portion 66 of the 
needle 68 for providing a connection to the penile prosthesis 
70. For example, in FIG. 7 a suture 88 is threaded through 
the penile prosthesis 70 so that first and second suture 
portions, 90 and 92, extend out of the penile prosthesis 70, 
as shown. Preferably, the first and second suture portions, 90 
and 92, are tied to form a knot 94 that attaches the first and 
second suture portions, 90 and 92, to the connecting end 68 
of the needle 64. Preferably, the knot 94 is provided so that 
the knot 94 is behind the connecting end 68 of the needle 64 
and does not slide around or move relative to the needle 64. 
For example, the first and second Suture portions, 90 and 92, 
can be threaded through the eye 66 of the needle 64 and tied 
together to form the knot 94. Also, as shown in FIG. 8, the 
first Suture portion 90 can be threaded through the eye 66 of 
the needle 64 and tied to form a knot 96, as shown. The 
second suture portion 92 can be tied or otherwise joined to 
the first Suture portion 90 to form a knot 98, as shown. As 
such, the first and second suture portions, 90 and 92, form 
a loop 100 as joined by the knot 98. The knot 98 can be 
formed anywhere along the first suture portion 90, including 
a position directly adjacent to the knot 96. Preferably, the 
knot 98 is spaced apart from a tip portion 102 of the penile 
prosthesis 76 by a sufficient distance to allow the knot 98 to 
be positioned outside of the penis when the penile prosthesis 
76 is fully implanted in the penis. AS Such, the loop 100 can 
be cut to remove the suture 88 from the penile prosthesis 76 
without the need to pull the knot through glans of the penis 
after implantation of the penile prosthesis 76 is completed. 
0065. In use, a penile implant device according to the 
invention such as the penile implant device 10 described 
above, can be used in combination with methods of using a 
Keith needle and Furlow insertion device. A Surgeon can 
remove the sheath 25 from the needle 22 (and Suture 30). 
The penile implant device 10 can then be implanted accord 
ing to known methods. In one embodiment of the present 
invention, a method of using Such a device includes the 
advantage that the device includes no loose Suture ends. A 
surgeon is able to remove the sheath 25 and hold the needle 
22 (and attached suture 30) with one hand, for example, 
when inserting the needle into a Furlow insertion tool during 
Surgery. 

0066 A Surgeon can remove the needle 22 from the 
sheath 25 by holding an exposed portion of the suture 30, as 
well as the sheath 25, and pulling the sheath 25 away from 
the body portion 14. As the sheath 25 is pulled away from 
the body portion 14, the needle 22 is pulled from the sheath 
25. The sheath 25 can be set aside. The needle 22 is then 
ready to be inserted into a Furlow insertion tool as if the 
Surgeon had threaded the needle 22 in the operating room. If 
the needle 22 includes a protective cap or the like positioned 
on a Sharp end of the needle 22, the protective cap may be 
removed from the needle 22 before loading the needle 22 
into the Furlow insertion tool. Alternatively, the needle 22 
may be loaded into the Furlow insertion tool while the 
protective cap is positioned on the needle 22. By keeping the 
protective cap at least partially on the needle 22 the com 
ponents of the penile implant device and handlers of the 
needle 22 can be protected from the Sharp end of the needle 
22 until the needle is inserted into the Furlow tool. The 
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needle 22 can be inserted into the Furlow tool with the 
protective cap in place and as the needle 22 is drawn into the 
Furlow tool, the protective cap can be pushed off of the end 
of the needle 22 by the Furlow tool. The surgeon then can 
use known procedures to use the Furlow insertion tool and 
Keith needle to position the body portion 14 of the implant 
device 10 within the corpus cavernosa of a patient. 
0067. The present invention is described with reference 
to Several embodiments. The foregoing description has been 
given for clarity of understanding. OtherS may recognize 
that changes can be made in the described embodiments 
without departing from the Scope and Spirit of the invention. 
Thus, the Scope of the present invention should not be 
limited to the exact details and Structures described herein. 

What is claimed is: 
1. A penile implant device that can be implanted in a penis 

of a patient for the treatment of impotence, the penile 
implant device comprising: 

a penile prosthesis that can be implanted in a corpus 
cavernoSa of a penis, 

a needle having a piercing end and a connecting end; and 
a Suture connected to a first end of the penile prosthesis 

and pre-connected to the connecting end of the needle 
during manufacture of the penile implant device. 

2. The penile implant device of claim 1, wherein at least 
a portion of the Suture is threaded through an eye at the 
connecting end of the needle and tied to the connecting end 
of the needle. 

3. The penile implant device of claim 1, wherein the 
Suture is threaded through an eye at the connecting end of 
the needle and comprises first and Second Suture portions 
tied together to form a knot. 

4. The penile implant device of claim 3, wherein the knot 
is non-movably positioned adjacent to the eye of the needle. 

5. A penile implant device that can be implanted in a penis 
of a patient for the treatment of impotence, the penile 
implant device comprising: 

a penile prosthesis that can be implanted in a corpus 
cavernoSa of a penis, 

a needle having a piercing end and a connecting end; 
a Suture connected to a first end of the penile prosthesis 

and connected to the connecting end of the needle, and 
a sheath at least partially covering at least a portion of the 

needle and at least a portion of the Suture. 
6. The penile implant device of claim 5, wherein the 

sheath comprises at least a Surface portion that resistively 
engages with at least a portion of the needle. 

7. The penile implant device of claim 5, wherein the 
sheath comprises at least a Surface portion that resistively 
engages with at least a portion of the Suture. 

8. The penile implant device of claim 1, wherein the 
needle comprises a non-Straight portion between the pierc 
ing end and the connecting end of the needle. 

9. The penile implant device of claim 8, wherein the 
non-Straight portion of the needle comprises an engaging 
portion that can resistively engage with at least a Surface 
portion of the sheath. 

10. The penile implant device of claim 5, wherein the 
Suture comprises polyethylene. 
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11. A penile implant device kit that can be provided by a 
manufacturer to a Surgeon, the penile implant device kit 
comprising: 

a penile prosthesis that can be implanted in a corpus 
cavernosa of a penis, 

a needle having a piercing end and a connecting end; and 
a Suture connected to a first end of the penile prosthesis 

and connected to the connecting end of the needle. 
12. The penile implant device kit of claim 11, further 

comprising a Second penile prosthesis connected to a needle 
by a Suture. 

13. The penile implant device kit of claim 12, further 
comprising a fluid reservoir operatively connected to the 
first and Second penile prostheses. 

14. The penile implant device kit of claim 11, further 
comprising a sheath covering at least a portion of the needle. 

15. A method of making a penile implant device that can 
be implanted in a penis of a patient for the treatment of 
impotence, the method comprising the Steps of: 

providing a penile prosthesis having an end that can be 
implanted in a corpus cavernoSa of a penis and a needle 
having a piercing end and a connecting end; 

connecting a Suture to the end of the penile prosthesis, 
connecting the Suture to the connecting end of the needle; 

and 

maintaining the connection of the Suture to the connecting 
end of the needle during at least a pre-operative Storage 
period of the penile implant device. 

16. The method of claim 15, wherein the step of connect 
ing the Suture to the end of the penile prosthesis comprises 
threading the Suture through the end of the penile prosthesis 
So that first and Second portions of the Suture extend from the 
end of the penile prosthesis. 

17. The method of claim 16, wherein the step of connect 
ing the Suture to the connecting end of the needle comprises 
threading at least one of the first and Second Suture portions 
through an eye at the connecting end of the needle. 

18. The method of claim 17, wherein the step of connect 
ing the Suture to the connecting end of the needle comprises 
tying the first and Second Suture portions together to form a 
knot. 

19. The method of claim 15, further comprising the step 
of positioning at least a portion of the needle inside a sheath. 

20. The method of claim 19, wherein the step of posi 
tioning at least a portion of the needle inside a sheath 
comprises resistively engaging at least a portion of an inside 
surface of the sheath with at least a portion of the needle 
after connecting the Suture to the connecting end of the 
needle. 

21. The method of claim 15, further comprising the step 
of positioning at least a portion of the Suture inside a sheath. 

22. The method of claim 21, wherein the step of posi 
tioning at least a portion of the Suture inside a sheath 
comprises resistively engaging at least a portion of an inside 
Surface of the sheath with at least a portion of the Suture after 
connecting the Suture to the connecting end of the needle. 

23. The method of claim 15, further comprising the step 
of packaging the penile prosthesis connected to the needle 
for Storage during a pre-operative Storage period of the 
penile implant device. 
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24. A method of implanting a penile prosthesis of a penile 
implant device in a penis of a patient for the treatment of 
impotence, the method comprising the Steps of: 

providing a penile implant device comprising a penile 
prosthesis that has been connected to a needle by a 
Suture during a pre-operative Storage period of the 
penile implant device, 

positioning the needle and at least a portion of the Suture 
in a corpus cavernosa of a penis, piercing the glans of 
the penis with the needle, and drawing at least a portion 
of the Suture through the glans of the penis with the 
needle; and 

positioning the penile prosthesis in the corpus cavernosa 
of the penis. 
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25. The method of claim 24, wherein the step of providing 
a penile implant device comprises removing the penile 
implant device from a package that the penile implant device 
has been Stored in during the pre-operative Storage period of 
the penile implant device. 

26. The method of claim 24, wherein the step of providing 
a penile implant device comprises providing a penile pros 
thesis connected to a needle by a Suture wherein at least a 
portion of the needle and Suture are enclosed in a sheath. 

27. The method of claim 26, further comprising the step 
of removing the sheath before implanting the penile pros 
thesis in the penis. 


